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Responsive to communlcation(s) fjled on C)o ^ / / ?9 jc' 

□"'This action Is FINAL. 

d Since this application is in condition for allowance except for format matters, prosecution as to the merits Is closed in 
accordance with the practice under Ex parte Quayle, 1935 D.C. 11; 453 O.G. 213. 



A shortened statutory period for response to this action is set to expire 



_ month(s). or thirty days, 



whichever is longer, from the mailing date of this communication. Failure to respond within the period for response will cause 
the application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 37 CFR 
1.136(a). 



Disposition of Claims 

Claim(s) 



Of the above, claim (s) 

□ Claim(s) 

Q ' Claim(s) 

□ Clalm(s) 

□ Clalm(s) 



is/are pending in the application. 

Js/are withdrawn from consideration. 

is/are allowed. 

^is/are rejected. . 



Js/are objected to. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 



_are subject to restriction or election requirement. 



□ The drawing(s) filed on 

Q The proposed drawing correction, filed on 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objectec^ to by the Examiner 



Js/are objected to by the Examiner. 
is Q approved □ disapproved. 



Priority under 3S U.S.C. § 119 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C, § 1 19(a)-(d) 
□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 
O received, 

□ received in Application No. (Series Code/Serial Number) 



□ received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 
♦Certified copies not received: ^*Ay0^fi^}fiT^^^^^^^ 



D Acknowledgment Is made of a claim for domestic priority under 35 U.SC § 1 1 9(e), 
AttachmenUs) 



Serial No: 08/482,402 

Art Unit: 1642 ^^'^ 

1. n.eAn,e„dme„,ffledMy21 1998 (Paper No , 6 in response to fte Office 
Ao.,o„ofJanuao.2,. .998 (Paper No. .2) is acknowledged and has been entered 
Claims 1 1-15 are currently being examined. 

2. The text of those sections of Title ttq r^^A^ i , .. 

UU6 oi I me U.S. Code not mcluded in this action 

can be found in a prior Office action. 

3. It is noted m Applicant regrets Examiner's decision to make fl,e Restriction 

Req«„«ne«, final and restates the arguments previously disclosed The arguments 
have been noted but have no, been found pe..uasive for 4e reasons previously 
d^closed on page 2 in both Paper Nos 8 and 12. AppUcan, iWd.er argues that (a) 
there .s no logical or technical basis for re.^g the restriction of claims designated 
m the pat^t application as felling within a single Examiner-identified G„>„p and (b) 
an of the claims in Group IV share Class and Subclass designations therefore search 
and examination of the entire Group can be made without serious burden The 
arguments have been noted bu, have not been found persuasive because (a) of the 
logical and technical reasons disclosed in Paper No. 8, Section 2. page 2 and 
ft«her. review of the Restnction Requirement of September 15. 1994 in fl,e parent 
application USSN 08/196.082 clearly reveals flutt Group IV is drawn to DNA 
encodmg TT,yroid peroxidase, vector and host and therefore it would appear that the 
mclusion of claim 28. drawn to a DNA sequence encoding a peptide wahich binds 
.0 the B-cell epitope of thyroid peroxidase was an inadvertent typographical error 
(b) classrficadon of subject matter is merely one indication of d,e burdensome nature 
of the seareh mvolved a«l the Uterature seareh. particularly relevant in this art is 
not coextensive and is much more important than classification in evaluating the 
burden of search because different searches and issues are involved in the 



Serial No: 08/482,402 

Art Unit; 1642 ^ 

.obep™pera„a*e«„a«.,of«.e,evious«„„.<,ui.™e„Hs™ai„.^^^^ 

Specification 

4. -me specification on page . should be amended ,o,cflec.tl>e sta«,s of the 
parent apphcations. 

Oath/Declaration 

2 C.F.R^ « 1 .67(a) ,de„„fy„,g application by its Serial N„„*er ^d filing 
date IS requ^ed. See M.P.E.P. §§ 602.01 and 602.02. 

The newly subm-tted oath or declaration is defective because- 

T^t^idenceandpostofficeaddress of Inventor Rapoport were linedthtough and 
changed without being initialed. ""gnana 

Acknowledgement is made of applicant's claim for priority based on PCT 
applications PCT/US92/06283 filed 30 ..y 1 ^ ^nd PCT/US92/0738 1 filed 23 

IT:^ """"^"'^''■^"^^^"-'''--"'^----edco 
the pnonty documents as required by 35 use 119. 

6. Theobjections^citedinPaperNo. 12. Sections 5. 6. 7 and 8 are being 
maintained, ^ 

Applicant requests that these objections be held in abeyance pending 

no^ficationofallowablesubjectmatter.TheobJectionswm 
-^beman^am^lbecauseamendmentsaddre^^^^ 

7- The following rejections are being maintained: 

Ciaim Rejections - 35 USC §112 
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Page 4 

Art Unit 1642 

S. OaiDB 11-14 remain rejected under 35 USC 1 12, first paragraph for the 
reasons previomly set forth in Paper No. 12, Section 12, pages 5-6. 

Applicant argues that (a) the specification teaches examples and methods of 
screenmg that would enable a person of ordina,y skill to practice the invention since 
DNA se<p.ences useM according to the invention may be selected for testing and 
evaluaaon m the ordinao^ course of labonrtoty efforts in the peitinent field (b) 
because Dr. Rapoport was the first to describe truncated, secretable fonns of human 
thyroid peroxidase his pioneering woric is entitie to a broad scope of protection 
commensurate wi, 4e 6ct that he has described and enabled the production and 
pmchcal applicahon of secretable human thyt^id peroxidase. -n,e arguments have 
been noted but have not been found persuasive because (a and b) although the 
specification clearty fc=aches site directed mutagenesis of a stop codon immediately 
upstream of the putative transmembrane domain to convert hTPO from membrane 
bound to a soluble version that is immunologicaUy and enzymatically active and 
mmunologically intact (see p. 8. lines 27- page 9 hne 6) and teaches assays to 
demonstrate the imnmiological and enzymatic activity of the soluble hTPO (see 
pages 58-60) there are no parameters described and no teaching of how to 
detemnne which sites are appropriate for mutation so that DNA sequences could be 
made and then selected for testing and evaluation to detennine if the mutated 
expressed protein will be soluble and fimction as claimed, m single exampll of a 
mutated thyroid peroxidase is not sufficient enablement for Applicant's broadly 
claimed invention. The claims as btoadly written appear to be an invitation to 
experiment. Applicant's attention is directed to EiameuJlaQsan, 383. U.S. 519 
148 USPQ 689 wherein the court held that "a patent is not a hunting license". 



I 



Serial No: 08/482.402 

Pages 

Art Unit: 1642 

Applicants arguments have not been found persuasive and the rejection is 
maintained. 

9. Claims 1 1-15 remain rejected under 35 U.S.C. 5 1 12, second paragraph as 
bemg mdefini.e for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as die invention. 

As drawn to (b). Applicant argues that the language is definite and will be 
understood by a person of ordina-y skill. The argument has been noted but has not 

been found persuasive for the reasons previously disclosed in Paper No. 12 Section 
13. page 7. Tie rejection of the claim can be obviated by amending the claim to 

read "A recombmant DNA sequence encoding a human thyroid peroxidase ". 

Claim Rejectiom - 3S USC § 103 

10. Cairns 11-15 remain rejected under 35 USC 103 for the reasons previously 
^ set forth in Paper No. U.Section 16,pages9-ll. 

Applicant argues that (a) none of the secondao- references satisfy the failings 
of the primao. references and that none of Uie references, alone or in combination 
provides the suggestion to combine required to state a ptop^ prima facie 
obviousness rejection and (b) Examiner has used improper hindsight to supply the 
nussmg suggestion to combine which Examiner has not found in any of the primary 
or secondary references. TTre argument has been noted but has not been found 
persuasive because Applicant has not presented any arguments to exphin why the 
secondary references do not satisfy the failmgs of the primao- reference or why 
none of fte refere^ies alone or in combination provides the suggestion to combine 
required to state a pcop„ prima facie obviousness rejection (b) Some degree of 
hindsight is permissible in making rejections under 35 USC 103, however, at the 
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Art Unit: 1642 

dme *e invention was made (a) fte DNA sequ«,ce of human ftyroid peroxidase 
was weU known as demonstated by Seto and Lftert. (b) fte production of secreted 
proteins by .ransfecting hos, CHO cells with cDNA encoding truncated protein 
(Wherein the hydn>philic carboxyl-tenninus is deleted) and fl,e advaMages of 
secreted proteins were well known as demonstiwed by EP 0139417 and Rose et al 
(0) structural analysis of porcine thyroid peroxidase re^^^^u^ ' 
transmentbtane domain consistent with the cellular location of a putative membrane 
anchor as demonstrated by Magnusson et al. (d) expression vectot. were well 
known as demonstiated by Lee e, al and Ellis et al. Clearly fl,e combined references 
teach not only the suggestion bu, also the means and motivation to successfully 
produce a recombinant DNA encoding a secretable thyroid peroxidase for a,e 
reasons disclosed in Paper No.l2. Section 16. page 10. Ue test for obviousness is 
not whether fte features of a secondary reference may be bodily incorporated into 
the structi^e of ti« priruny reference and it is not that tire claimed invention must be 
expressly suggested in any one or all of a,e references; but rather tire test is what the 
combined teachings of the references would have suggested to Arose of ordinary 
staU m tiie art. In re KeUcr, 642 F.2d 413, 208 USPQ 871 (CCPA 1981) 

11. AD other objections and rejections recited in Paper No. 12 are wifl,drawn. 

12. No claims allowed. 

13. THIS ACTION IS MADE FINAL. AppUcan, is reminded of the extension 
of time policy as set forth in 37 C.F.R. § 1.136(a). 



i 
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THIS ACTION. IN THE EVENT A FIRST RESPONSE IS FILED WITHIN TWO 
MONTHS OF THE MAILING DATE OF THIS FINAL ACTION AND THE 
ADVISORY ACTION IS NOT MAILED UNTIL AFTER THE END OF THE 
THREE-MONTH SHORTENED STATUTORY PERIOD. THEN THE 
SHORTENED STATUTORY PERIOD WILL EXPIRE ON THE DATE THE 
ADVISORY ACTION IS MAILED, AND ANY EXTENSION FEE PURSUANT 
TO 37 C.F.R. § 1.136(a) WILL BE CALCULATED FROM THE MAILING 
DATE OF THE ADVISORY ACTION. IN NO EVENT WILL THE 
STATUTORY PERIOD FOR RESPONSE EXPIRE LATER THAN SIX 
MONTHS FROM THE DATE OF THIS FINAL ACTION. 

14. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Susan Ungar, PhD whose telephone number is 
(703) 305-2181. The examiner can normally be reached on Monday through Friday 
from 7:30am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessfiil, the 
examiner's supervisor, Lila Feisee, can be reached at (703) 308-2731. The fax 
phone number for this Art Unit is (703) 308-4242. 

Communications via Internet e-mail regarding this application, other than 
those under 35 USC 132 or which otherwise require a signature may be used by the 
applicant and should be addressed to lila.feisee@uspto.gov. 

All internet e-mail communications will be made of record in the application 
file. PTO employees do not engage in Internet communications where there 
exists a possibility that sensitive information could be identified or exchanged 
unless the record includes a properly signed express waiver of the 
confidentiality requirements of USC 122. This is more clearly set forth in the 
Interim Internet Usage Policy published in the Official Gazette of the Patent and 
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Trademark on February 25, 1997 at 1 195 OG 89. 

Any inquiry of a general nature or relating to the status of this apphcation or 
proceeding should be directed to the Group receptionist whose telephone number is 
(703) 308-0196. 

Effective, February 7, 1998, the Group and/or Art Unit location of your 
application in the PTO has changed. To aid in correlating any papers for this 
apphcation, all further correspondence regarding this application should be directed 
to Group Art Unit 1642. 

Susan Ungar 

September 4, 1998 )^ / 




UAFBSEE 
SUPERVISORY mrENT BMMINER 



